• Many technical difficulties occurred during implementation of RDT in rural Tanzania • Performance of blood smears remained poor and RDT sensitivity was very variable • Supervisory visits reported adequate performance of RDT despite poor sensitivity Using poor quality microscopy as standard may impede reliable measure of sensitivity and undermine confidence in a new diagnostic
Country: Tanzania

Trial type
Introduction and Implementation of RDT for malaria diagnosis, Quality control challenges. The proposal was reviewed by the institutional review boards of CDC and Ifakara Health Research and Development Centre
From September 2006 to April 2007 HRP2 based RDT (Paracheck) were introduced into 9 health Districts of Rufiji District for the diagnosis of suspected malaria cases. Rufiji District is a rural area of subsistence farming with holoendemic malaria transmission. 89% of population live within 5 Km of a health centre and acute febrile illness including malaria is a major cause of death in the district.
Healthcare workers were trained to perform Paracheck RDT according to the manufacturer's instructions. Blood smears were collected for all patients tested with RDT and stained with 10% Giemsa stain for 30 minutes and read by the laboratory personnel in each facility. Thick smears were reviewed by a reference experienced microscopist blinded to RDT and first microscopist reading. The reference microscopist counted the parasitaemia against 200 wbc and examined 100 fields before declaring negative. Expected sensitivity for the RDT was ≥ 80% sensitivity and specificity for the RDT.
Results and analysis:
Data analysis: Data and blood smears were collected weekly from each centre Data included number of patients seen, number of positive/negative RDT's, treatment received. Individual RDT results were compared with reference microscopist results to calculate the sensitivity and specificity. Supervisory visits included a checklist evaluating health workers RDT performance. Data was entered into Epi Info version 3.3.2 database for descriptive analysis. The SAS 9.1 PROC GENMOD was used to perform log-binomial regression to model the change in RDT sensitivity with increasing parasite density.
Results
Number of tests performed during the 7 months of implementation 58685 patients seen at the 9 health facilities 16779 patients diagnosed with malaria 3650 patients diagnosed with malaria had positive RDT performed 13129 patients were diagnosed clinically.
Demographic: Among patients diagnosed with malaria 8121 were <5yrs (outside the age group recommended for study) In Adults and children > 5yrs 2874 had a positive RDT and 5784 were clinically diagnosed. All positive RDT received treatment and only 183 negative RDT received treatment.
Laboratory data:
15661 RDT's and 12539 blood smears were performed during this period. 32650 RDT's were read as positive in the health facility and 2134 of 10765 suitable blood smears were read as positive by the reference microscopist. 20.8% of RDT's read from older children and adults and 41.6% of <5yrs were positive.
